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§ 117.4 Test animals.
(a) All test animals shall be exam-

ined for clinical signs of illness, injury,
or abnormal behavior prior to the start
of a test and throughout the observa-
tion period specified in the test pro-
tocol.

(b) All animals used for test purposes
shall be identified either collectively
or individually in a manner conducive
to an accurate interpretation of the re-
sults of the test.

(c) No test animals shall be given a
biological product during the precondi-
tioning period which would affect its
eligibility according to the test re-
quirements. No treatment, with a bio-
logical product or otherwise, shall be
administered to a test animal during a
test period which could interfere with a
true evaluation of the biological prod-
uct being tested.

(d) During the course of a test, ani-
mals that are injured or show clinical
signs of illness or unfavorable reac-
tions that are not due to the test may
be removed from the test and treated
or humanely destroyed. If sufficient
animals do not remain for the test to
be evaluated, the test shall be declared
inconclusive and may be repeated.

(e) Test animals that show clinical
signs of illness that are due to the test
may be treated or humanely destroyed
if the illness has progressed to a point
(defined in the filed Outline of Produc-
tion) when death is certain to occur
without therapeutic intervention.
When interpreting the results of the
test, the animals that were treated or
humanely destroyed because of illness
due to the test and the animals that
have died from illness due to the test
prior to being humanely destroyed
shall be combined into a common sta-
tistic of mortality due to the test.

[38 FR 15499, June 13, 1973, as amended at 60
FR 43356, Aug. 21, 1995]

§ 117.5 Segregation of animals.
Animals which have been infected

with or exposed to a dangerous, infec-
tious, contagious, or communicable
disease shall be kept effectively seg-
regated at a licensed establishment
until such time as they are humanely
destroyed or successfully treated and
removed as healthy animals.

§ 117.6 Removal of animals.

Production animals or ex-test ani-
mals which are no longer useful at the
licensed establishment may be re-
moved from the premises of the li-
censed establishment; provided, such
removal is accomplished in a manner
as shall preclude the dissemination of
disease and in accordance with the fol-
lowing conditions:

(a) Meat-producing animals which re-
ceived a biological product containing
inactivated microorganisms and adju-
vants within 21 days shall not be re-
moved; or

(b) Animals which received virulent
microorganisms within 30 days shall
not be removed; or

(c) Only animals that are in a
healthy condition as determined by a
veterinarian shall be removed, except
as provided in paragraph (d) of this sec-
tion.

(d) Other animals that are injured or
otherwise unhealthy, except when af-
fected with a communicable disease,
may be removed for immediate slaugh-
ter to an abattoir operated in accord-
ance with the Federal Meat Inspection
Act of March 4, 1907, 34 Stat. 1260, as
amended by the Wholesome Meat Act
of 1967, 81 Stat. 585 (21 U.S.C. sec. 601 et
seq.): Provided, That such animals shall
be properly marked for identification
and the inspector in charge of slaugh-
ter operations is given due notice in
advance.

(e) All animals on the premises shall
be disposed of in accordance with the
provisions of the regulations in this
part and where specific provision is not
made therefor shall be disposed of as
required by the Administrator.

[38 FR 15499, June 13, 1973, as amended at 56
FR 66784, Dec. 26, 1991]

PART 118—DETENTION; SEIZURE
AND CONDEMNATION

Sec.
118.1 Administrative detention.
118.2 Method of detention; Notifications.
118.3 Movement of detained biological prod-

ucts; Termination of detention.
118.4 Seizure and condemnation.

AUTHORITY: 21 U.S.C. 151–159; 7 CFR 2.22,
2.80, and 371.2(d).
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SOURCE: 52 FR 30135, Aug. 13, 1987, unless
otherwise noted.

§ 118.1 Administrative detention.
Whenever any biological product

which is prepared, sold, bartered, ex-
changed, or shipped in violation of the
Act or regulations is found by any au-
thorized representative of the Adminis-
trator upon any premises, it may be de-
tained by such representative for a pe-
riod not to exceed 20 days, pending ac-
tion under § 118.4, and shall not be
moved by any person from the place at
which it is located when so detained,
until released by such representative.

[52 FR 30135, Aug. 13, 1987, as amended at 56
FR 66784, Dec. 26, 1991]

§ 118.2 Method of detention; Notifica-
tions.

An authorized representative of the
Administrator shall detain any biologi-
cal product subject to detention under
this part by:

(a) Giving oral notification to the
owner of the biological product if such
owner can be ascertained, and, if not,
to the agent representing the owner or
to the immediate custodian of the bio-
logical product; and

(b) Promptly furnishing the person so
notified with a preliminary notice of
detention which shall include identity
and quantity of the product detained,
the location where detained, the reason
for the detention, and the name of the
authorized representative of the Ad-
ministrator.

(c) Within 48 hours after the deten-
tion of any biological product, an au-
thorized representative of the Adminis-
trator shall, if the detention is to con-
tinue, give written notification to the
owner of the biological product de-
tained by furnishing a written state-
ment which shall include the identity
and quantity of the product detained,
the location where detained, specific
description of the alleged noncompli-
ance including reference to the provi-
sions in the Act or the regulations
which have resulted in the detention,
and the identity of the authorized rep-
resentative of the Administrator; or, if
such owner cannot be ascertained and
notified within such period of time,
furnish such notice to the agent rep-
resenting such owner, or the carrier or

other person having custody of the bio-
logical product detained. The notifica-
tion, with a copy of the preliminary
notice of detention shall be served by
either delivering the notification to
the owner or to the agent or to such
other person, or by certifying and mail-
ing the notification, addressed to such
owner, agent, or other person, at the
last known residence or principal office
or place of business.

[52 FR 30135, Aug. 13, 1987, as amended at 56
FR 66784, Dec. 26, 1991]

§ 118.3 Movement of detained biologi-
cal products; Termination of deten-
tion.

Except as provided in paragraphs (a)
and (b) of this section, no biological
product detained in accordance with
the provisions in this part shall be
moved by any person from the place at
which such product is located when it
is detained.

(a) A detained biological product
may be moved from the place at which
it is located when so detained for the
purpose of providing proper storage
conditions if such movement has been
approved by an authorized representa-
tive of the Administrator; Provided,
That, the biological product so moved
shall be detained by an authorized rep-
resentative of the Administrator after
such movement.

(b) A detained biological product
may be moved from the place at which
it is detained on written notification
by an authorized representative of the
Administrator that the detention is
terminated; Provided, That, the condi-
tions under which the detained biologi-
cal product may be moved will be spec-
ified in the written notification of the
termination. The notification of termi-
nation shall be served by either person-
ally delivering the notification, or by
certifying and mailing the notification
addressed to such person at the last
known residence or principal office or
place of business of the owner, agent,
or other person having custody of the
biological product.

[52 FR 30135, Aug. 13, 1987, as amended at 56
FR 66784, Dec. 26, 1991]

§ 118.4 Seizure and condemnation.
Any biological product which is pre-

pared, sold, bartered, exchanged, or
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shipped in violation of the Act or regu-
lations shall be liable to be proceeded
against and seized and condemned, at
any time, on a libel of information in
any United States district court or
other proper court within the jurisdic-
tion of which the product is found. If
the product is condemned, it shall,
after entry of the decree, be disposed of
by destruction or sale as the court may
direct, and the proceeds, if sold, less
the court costs and fees, and storage
and other proper expenses, shall be
paid into the Treasury of the United
States, but the product shall not be
sold contrary to the provisions of the
Act or the laws of the jurisdiction in
which it is sold; Provided, That, upon
the execution and delivery of a good
and sufficient bond conditioned that
the product shall not be sold or other-
wise disposed of contrary to the provi-
sions of the Act or the laws or jurisdic-
tion in which disposal is made, the
court may direct that such product be
delivered to the owner thereof subject
to such supervision by authorized rep-
resentatives of the Administrator as is
necessary to ensure compliance with
the applicable laws. When a decree of
condemnation is entered against the
product and it is released under bond,
or destroyed, court costs and fees, and
storage and other proper expenses shall
be awarded against the person, if any,
intervening as claimant of the product.
The proceedings in such libel cases
shall conform, as nearly as may be
practicable, to the proceedings in ad-
miralty, except that either party may
demand trial by jury of any issue of
fact joined in any case, and all such
proceedings shall be at the suit of and
in the name of the United States.

[52 FR 30135, Aug. 13, 1987, as amended at 56
FR 66784, Dec. 26, 1991]

PART 122—ORGANISMS AND
VECTORS

Sec.
122.1 Definitions.
122.2 Permits required.
122.3 Application for permits.
122.4 Suspension or revocation of permits.

AUTHORITY: 21 U.S.C. 111, 151–158.

§ 122.1 Definitions.
The following words, when used in

the regulations in this part 122, shall
be construed, respectively, to mean:

(a) Department. The U.S. Department
of Agriculture.

(b) Secretary. ‘‘Secretary’’ means the
Secretary of Agriculture of the United
States, or any officer or employee of
the Department to whom authority has
heretofore been delegated, or to whom
authority may hereafter be delegated,
to act in his stead.

(c) Administrator. The Administrator,
Animal and Plant Health Inspection
Service, United States Department of
Agriculture, or any person authorized
to act for the Administrator.

(d) Organisms. All cultures or collec-
tions of organisms or their derivatives,
which may introduce or disseminate
any contagious or infectious disease of
animals (including poultry).

(e) Vectors. All animals (including
poultry) such as mice, pigeons, guinea
pigs, rats, ferrets, rabbits, chickens,
dogs, and the like, which have been
treated or inoculated with organisms,
or which are diseased or infected with
any contagious, infectious, or commu-
nicable disease of animals or poultry or
which have been exposed to any such
disease.

(f) Permittee. A person who resides in
the United States or operates a busi-
ness establishment within the United
States, to whom a permit to import or
transport organisms or vectors has
been issued under the regulations.

(g) Person. Any individual, firm, part-
nership, corporation, company, society,
association, or other organized group
of any of the foregoing, or any agent,
officer, or employee of any thereof.

[31 FR 81, Jan. 5, 1966, as amended at 57 FR
30899, July 13, 1992]

§ 122.2 Permits required.
No organisms or vectors shall be im-

ported into the United States or trans-
ported from one State or Territory or
the District of Columbia to another
State or Territory or the District of
Columbia without a permit issued by
the Secretary and in compliance with
the terms thereof: Provided, That no
permit shall be required under this sec-
tion for importation of organisms for
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